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Mr. Sam Ghantous PREVENTIONC,)FFK;’ESTIOCFIDES AND

Director Of Opa‘aﬂons TOXIC SUBSTANCES

PMC Specidties Group, Inc.

501 Murray Road

Cincinnati, OH 45217-1014
Dear Mr. Ghantous.

Thank you for your letter dated December 29, 2005, to the Adminigrator, U. S.
Environmenta Protection Agency (EPA), regarding EPA’s High Production Volume (HPV)
Chdlenge Program. In your letter, you discussed difficulties regarding the continued
gponsorship of CAS No. 134-20-3 by PMC Specidties Group, Inc. (PMCSG) within the
Chdlenge Program as wdl as your ongoing objections to the indugon of this chemicd on the
HPV Chdlenge Program Chemicd Lig. Your company and its subsdiary, Cincinneti
Spedidties, Inc., have presented arguments regarding the latter issue to EPA in the past. The
Agency will address both of these matters in our reply.

Frg, you indicated in your letter that PMCSG is presently unable to undertake the data
gathering and data generation teps required for honoring your commitment for CAS No.
134-20-3 under the HPV Chdlenge Program due to economic conditions, primarily competition
from foreign producers of your products. Since PMCSG is the only domestic manufecturer of
CAS No. 134-20-3, you dated that your company would be a a competitive disadvantage in
redion to foregn competitors if PMCSG were to undertake done the cogts of compiling
exiding data and conducting new testing for this chemicd under the U.S. program. In addition,
you sad that you would be a a further disadvantage since no ssfeguards exist under the HPV
Chdlenge Program to protect your company from the subsequent free use of this chemicd daa
by foregn competition once it is collected and publidy rdessed. However, you did dae thet
PMCSG is open to joining an intemationd teding program where the cogt of compiling exiging
data and conducting any new tesing for CAS No. 134-20-3 could be shared by dl internationd
producers and importers.

EPA recognizes PMCSG’s dam of finendd concans if your company were to fulfill
your commitment to collect and submit informetion for CAS No. 134-20-3 under the U.S. HPV
Chdlenge Program. If you are unadle to participate in the Chdlenge Program due to such
condraints and mug therefore formaly withdrav your commitment to sponsor this substance
under the Program, please indicate this decison in a forma reply to EPA 0 that the Agency can
gopropriately document this sponsorship withdrawd.  If PMCSG would like to participate in an
internationd teting program, one option for your company is to nominate CAS No. 134-20-3 as
a U.S. contribution to the Organization for Economic Cooperation and Devdopment (OECD)
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HPV Screening Information Daia Set (SDS) program. In this program, OECD member
countries, dong with the chemicd indudry, share the burden of colledting information, carrying
out testing, and assesding the reaults for HPV chemicds tha they produce or import in order to
determine whether there is a need to undertake further work to darify and/or manege the
potertid risks of these chemicds A sscond option for partidpaing in an internationd testing
program is for PMCSG to become a sponsor of CAS No. 134-20-3 under the International
Counal of Chemicd Assodations (ICCA) HPV Initigtive In the ICCA HPV Initigtive, prime
repongbility for collecting hazard information and conducting any additiond tests needed to
upplemant this information lies with the companies produdng HPV chemicds. Companies
ather commit to lead the work for a spedific HPV substance or category of substances or commit
to co-goonsor the work through an internationd consortium, whereby members share the codts of
data gethering, teing, and drafting hezard assessments Please note that any HPV chemicds
handled under the OECD HPV SIDS Program need not be addressed under the HPV Chdlenge
Program and any chemicas sponsored under the ICCA HPV Initidtive are congdered to be
soonsored in the Chdlenge Program.

In regards to your second issue, you stated that PMCSG has continued objections to the
induson of CAS No. 134-20-3 on the HPV Chdlenge Program Chemicd Lig, which is a matter
you have rased to the Agency in the pas. EPA has reviewed your presant letter and dl past
correspondence with your company and its subddiary, Cincnnai Speddties, Inc., concerning
this matter. The Agency dands by its reply sent on November 18, 1999, regarding your initid
request made on October 5, 1999, for the remova of CAS No. 134-20-3 from the HPV
Chdlenge Program Chemicd Lid. Spedificdly, EPA’s policy continues to assart that if a
chemica has been gpproved for use by another Federd agency or program this action does nat in
and of itsdf support an exemption for that subsance from the HPV Chdlenge Program.  The
Agency’s postion continues to be tha chemicas tested and goproved by another Federd agency
or program may contain data gaps in aress that may nat be germane to other regulaied uses (eg.,
environmenta fate and environmentd toxidity), but that are germane to EPA concarns under the
HPV Chdlenge Program. Furthermore, exposure scenarios may be different from those
conddered in a review by another Federd agency or program and may have the potentid to
caue adverse impacts on hedth or the environment. In addition, data supporting the regulated
use of chemicds reviewed by other Federd agendes or programs may not be publidy avaladle
because of confidentidity dams A manufacturer that submits deta under one program,
however, could submit thet same information to EPA through the HPV Chdlenge Program in the
form of robust summaries and thereby dlow this data to become public.

If your company wishes to maintain your origind commitment to soonsor and submit
data for CAS No. 134-20-3 under the HPV Chdlenge Program, guidance on the development of
robus summaries of petinent hazard data and the submisson of these summaries in adherence
to Chdlenge Program procedures is avalable a www.epa.gov/chemrtk/robsumgd.htm.
Providing these summaries dong with the submisson of other outlined components (i.e, full
cataions of published sudies, any requested copies of unpublished sudies, and a test plan) will
dlow EPA to consder your commitment for CAS No. 134-20-3 under the Chdlenge Program
complete. Furthermore, please note that if CAS No. 134-20-3 is as well-tested as PMCSG
contends, your andlyss of exising data may indicate that no additiond testing is required. In
your test plan, you can present the existing data and make a case for its adequacy following the




guiddines posted & www.epa.gov/chemrtk/datadfin.htm. If the data is consdered adequate,
PMCSG’s sponsorship may be conddered complete without any further chemicd testing.

We will pogt your letter, accompanied by our reply, on the ChemRTK website as Soon as
possble Should you have any questions pertaning to this response, please contact Diane
Sheridan a (202) 564- 8176. If you have generd quedions concerning the HPV Chdlenge
Program, plesse submit them through the ChemRTK website comment button or through the
TSCA Assgance Information Service (TSCA Hatline) a (202) 554-1404. The TSCA Hoatline
can dso be reeched via email & tsca-hotline@epa.gov.

Snoady,

- T

.

fed -

Jim iil' , Director
Chedmicgl Control Dividon

cc. AR-201
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December 29, 2005

CERTIFIED MAIL:  70020860000445260985
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U.S. Environmental Protection Agency
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Dear Administrator: N
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This is to acknowledgg PMC:Specialties Group, Inc. (PMCSG) receipt.of your letter dated December 6,
2005 regardmg the status of;PMCSG's HPV Challznge Program eomxmtméntffor*ﬁle followmg chemxcal‘
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134-20-3 . Benzoic Acid, 2-amino, methyl ester
Other Common Names: Methyl-Z-Amiﬁobenzoate

Methyl Anthranilate

In the past, PMCSG had presented its arguments and continues to do so regarding the inclusion of Methyl
Anthranilate (MA, CAS 134-20-3) on the HPV chemicals list.  There seems to be little reason for this
chemical to remain on the 'HPV Challenge Program list. Its safety has been thoroughly evaluated and
documented by .at least two.-other [fS agencies. In. addition to its use as intermediate for food
additive products, MA - is used in ‘food as artificial grape flavoring MA is incladed ‘in the list of

“Substances Generally Recognized as Safe” under 21 CFR 182.60 and 21 CFR 582.60. Certainly the
Federal Government has reviewed the safety of this material for use in food.

MA is aso the active ingredient in the pesticide product “RejexIt” which is a bird aversion product. Its
toxicity, environmental fate and other required parameters have been thoroughly scrutinized for MA to be

approved as a pesticide. The federal regulations for pesticide chemlcals liss MA as “Exemption from
Tolerance” in food (40 CFR 180).

The HPV Chalenge Program encourages U.S. companies to support the listed chemicals that they
produce, but offers no protection’against the use of the compiled and newly developed data under the
program from:foreign competition, - PMCSG,. along with various .industry: groups, has: repeatedly raised
this-issue to the U.S. EPA for cons ideration and resolution in the past few years but no action was taken.

% et

Recycled  Paper



HPV Challenge Program
Page 2

PMCSG is the only domestic manufacturer of MA and faces direct competition in the manufacture of this
materid from foreign competitors.  Without some proprietary protection for the development of the
required data, PMCSG is placed at a competitive disadvantage despite its desire to support U.S. EPA’s
efforts.  Moreover, current economic conditions within the company, primarily the competition from
foreign producers of its products, especialy MA, prevents PMCSG from being able to undertake the data
gathering and data generation requirement of the HPV Challenge Program.

PMCSG though remains open to joining any international testing program. We feel that the international
testing program levels the playing field tor al international producers / importers and competitors to share

in the cost of compiling existing data, developing the testing plan and conducting énee?/ additional tests as
needed for MA. In the meantime, If you have any questions on this matter, please feel free to contact me
by mail or by phone a (5 13) 242-3300.

Sincerely,

Sam Ghantous
Director of Operations
PMC Specidties Group, Inc.

cc: Michael Buchanan
PMC RAD
HPV Fle
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Ms. Cathering B. Rice -+t
Manager, Regulatory Affairs
Cincinnasi Spocialins, Inc.
501 Road
Cincinnati, Ohio  45217-1014
Dear M. Rice:

Thank you for your interest in the High Production Volume (HPY) Challenge Program,
1 am responding to your two letters, both dated October 5, 1999, requesting the delisting of four
chemicals from our HPV Challengs Program Chemical List.

fn your first latter, you requesied the removal of Anthrandlic Acid, Methyl Ester or Methyl
Anthranilate (MA) (CAS Number 134-20.3) froe the HPY Chensical List, bacawse the chemical
is reguiated by the US Food and Drag Administration (FDA) o saother EPA Prograns and
becanse you believe the chemical has Jow toxicologiosl concerns.  Youe second Jetter requested
the remowval of three chemicals: 1,2 Bonzisothiszolin-3-one 1, 1 dioxids or Ssccharin (CAS
Number 81-07-2); 1,2 Bextisothiszolin-3-onel,] dioxide or Sodium Seccharits (CAS Number
128-44-5); and 1,2 Benzisothiszolin-3-one 1,1 dioxide or Ammonium Saccherin (CAS Number
5381-61-9), Your mtionsle for removal was that these chemicals sre already being midressed by
the FDA. In both letiers, you expeessed concem for duplicative testing,

AR four chamicals were listed on the TSCA Inventory snd were reported under TSCA's
Taventory Update Rufe (TUR), indicating that production for vees exist for the chemicals other
than that a3 » food ingredient or as an active ingredient in bird sepelleats. The fact thet & chemies)
substance has beea spproved by another Foderal ageacy ot progrum does not in snd of iteclf
support an exemption for thet substence from the HFV Clhallonge Program. Although some of
the chemicals on the HPY Challenge Program Chemical List have been approved by othes Federsl
agencicn for food ndditive, drug. or casnetic uses, for example, thers may be data gaps in arens
which msy not be germane 10 thess other regulated uses (¢.g., envizoomental fite and
enviroumental toxicity) but which are germane to EPA concerns and are elements under the HPV
Challenge Program.

In sddition, exposurs scenarios may be different from those considered in the review
conducted by another Fodersl agency ( exponwes in industrisl manufictore or
vse, or relesscs of the chemicals to the from industrial maofacturing sites), snd may
have the potential to cause adverse impacts on health or the uvirosnent. Furthermore, the data
supporting the regulated nse of chemicals reviewed by oter Feders! agencics may not be publicly
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sovnilabls because of confidentinlity clapims, A maoufacturer that subunitted duts under one
program, however, could submit that sstme iaformation to the EPA through the HPV Challengs
Progrsm in the form of robust summaries, and thus allow it 1o become poblic.

For well-tested chanticals, companies sy provide the informmion in a test plan with
robust sumenstes of the existing dats, which would indicate no festing is required. In 50 dolag,
the companty would get credit for sponsoring the chemical in the HPV Challenge Program. They
could alsa nominate it as a U.S. contribution for the Organization for Beonomis Cooperation and
Development (OECD) HPY Scroening Information Deta Set (SIDS) program 1o obtain
intemationsl vecogrition of the hexacd asscamoont peepared for that purpose. Altematively, the
mmbmmbwwawm
mmmmwmwmwmmmu
well

Concering muthy) sntheonilate (MA), which you state in your Letter has low waticological

concemms, you may wish jo consider spplying u technica] rationals 1o the Agency which supports
s indicator of *1" 40 MA. Chamicals which have been sasigned an indicator of *1* on

the HPV Challeags Progran Chemicat List, ars thoss which sre not considered candidates for
oling under the HPV Challenge Program, hased on a peeliminary EPA review indioatiog tst
teating using the SIDS base sct would not further the understsnding of the chemaics?’s propestics.
The techwical rationale would take the form of a review of the available infhemation wikich shows
that, for a gives chemical, conducting the STDS baitery of tests would not bs of value in
fiuthering our uaderstanding of the chemical's properties, including physical/chemical,

mationsles shorld inclode information and references obtined directly from stodies. Thess
technical rationales will be posted om our Chemical Right-10-Know Web Sise, Please review the
Agenoy’s “Guidance for Asseasing Adequacy of Existing D

for details an what constioutes adequatc data undar the
HPV Challengs Prograe. This document will serve as useful gnidunce for devealoping the shove-
meationed tocknical rationale, -

The Agency shares your concem that nomecessaey and duplicative testing should be
avoided snd is actively encouraging compenies o bring fornard snd assers existing dats. This, in
fact, is = key fixst step in the HP'V Challenge Program, prior 1o consideration of conducting
additional teste. In crating their text plans, HPY manufacturers who have test data on their
chemicals can presest those dats and make the case for theie adequacy. EPA has developed
guidance for data adequacy, and has also developed guidance for conducting liteswinee semrches in
the HFV Clallenge Program. ‘This should ensure that all existing date wre loowied,

‘We realize thet this response is andving very close to the Decemsber 1, 1999 deadiine for
yolhmtary participation in the HPV Challengs Program.  Given these clroumatances, EPA will
offkr & 50-day grace period from the date of this Jetter during which your company may elect %o
aponsor these chemicals in the HPV Challeage Program, or submit a detailed retionals for their
assignrent of m indicstes of *1," even ihough the December 1 desdline will have passed.



Plesse be advised that the Agency will post your letter, sccorapanied by this response, on
mmmmwmmymay-numu. If you have sy goestions
concesning this response, please contact Besbars Leczymki, Chief of the BExisting Chemicals
Branch, st {202) 260-3945, 1f you have sny general quostions concarning the HPY Challengs
Progeatn, plesss submit them through the ChemRTK webwils cottment button or fiwvongh the
TSCA Assistance Information Service {TSCA Hotline) ut (207) 554-1404. The TSCA Hotline
can also be reached through o-mail at teca-hotline@).opa.gov.

We thank you for your letter and look forward 1o your participation in the HPV Challenge
Program. '

Sincerely,

Charles M, Aner, Director
Chemsical Cantrol Division



Cincinnatl, Ohio 45217-1014

Phone; (513) 242-3300

A SUBSIDIARY OF
" PG SPECIALTIES GROUP. INC,

October $1999

Mr. Charles Auer

Office of Pollution Prevention & Toxics

US Environmenta Protection Agency (7405)
401 M Streets, SW

Washington, DC 20460

Reference:  Delising of an HPV chemicd
Anthranilic Acid, Methyl Edter or Methyl Number 134203)

. Dear Mr. Auer: .

Cincinnati Specidties, LLC is respectfully requesting thet Methyl Anthranilate (MA) be de-listed
from the High Production Volume (HPV) testing programs. This request is based on the
following:

1. MA is a naturally-occurring biochemicd that is recognized by the US Food and Drug,
Adminigtration as being Generally Recognized as Safe (21 CFR 182.60) (refer to
Attachment 1). -

3]

. For over the past 20 years, MA has been used in foods & concentrations of 2200 ppm
(refer to Attachment 2).

. 3. Synthetic MA is a Food Grade Materia that exceeds Food Chemical Codex
Specifications (refer to Attachment 3).

4. MA is currently used as the active ingredient in severd hird repdlents that are
registered by the US EPA (EPA Reg. No. 58035-8 for the active ingredient). Further,
on April 26.1995, the US EPA determined that MA was exempt from the
requirements of a tolerance for blueberries, cherries, and grapes (60 FR 20432-20433).
To support these regidration actions, extensve chemical, environmentd, and
toxicological testing has been on this chemica. This data has been submitted to and
reviewed by the US EPA Office of Pedticide Programs (refer to Attachment 4 for
copy of the label, the exemption from tolerance, and a listing of the sudies submitted).

Since MA is currently regulated by two Federd agencies, it appears tha including it in the HPV
testing program would be a duplication of efforts. Further, MA has low toxicologica concerns
as illustrated by the granting of the exemption from tolerance. For these reasons, we are



Cincinnatl, Ohio 45217-1014 Phone: (513) 2423300

SURSIDIARY OF
: IMGS’ACMMS GROUP. INC.

October 5, 1999

L
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Mr. A
Office of Pollution Prevention <
US Environmenta Protection Agency (7405) - R
401 M Strets, SW o
Washington, DC 20460

653 1

Reference:  De-listing of an HPV chemical
Anthranilic Acid, Methyl Edter or Methyl Anthranilate (CAS Number 134203)

 Dear Mr. Auer: .

Cincinnati Specidties, LLC is respectfully requesting that Methyl Anthranilate (MA) be de-listed
from the High Production Volume (HPV) testing programs. This request is based on the
following: . .

1. MA is a naturally-occurring biochemica that is recognized by the US Food and Drug,

Adminigtration as being Generally Recognized as Safe (21 CFR 182.60) (refer to
Attachment 1).°

2. For over the past 20 years, MA has been used in foods a concentrations of 2200 ppm
(refer to Attachment 2).

. 3. Synthetic MA is a Food Grade Materia that exceeds Food Chemica Codex
Specifications (refer to Attachment 3).

4. MA is currently used as the active ingredient in severd bird repellents that are
registered by the US EPA (EPA Reg. No. 58035-8 for the active ingredient). Further,
on April 26, 1995, the US EPA determined that MA was exempt from the
requirements of a tolerance for blueberries, cherries, and grapes (60 FR 20432-20433).
To support these registration actions, extensve chemical, environmen ta, and
toxicological testing has been on this chemica. This data has been submitted to and
reviewed by the US EPA Office of Pesticide Programs (refer to Attachment 4 fur a
copy of the label, the exemption from tolerance, and a listing of the studies submitted),

Since MA is currently regulated by two Federd agencies, it appears that including it in the HPV
testing program would be a duplication of efforts. Further, MA has

concerns
as illudrated by the granting of the exemption from tolerance. For these reasons, we are
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346 Fenaroli’s Handbook of Flavor Ingredientt ol
P-Metylamsole Methyl anthranilate '
Other names p-Cresyl methy! ether Methy| 2-aminobenzoate
p-Methoxy toluene Methy| o-aminobenzoate
Methyl p-cresol
Methy! p-tolyl ether .
Empirical formula CyH;00 CeHyNO,
CH,  §
Appearance Colorless liquid Colorléss to pale-yeflow liqiid With bluish
Asy 9B L
Molecutar weight | 122.17 15817
Melting point _ 24-25'C -
Boiling point 132°C at: 14 mm H;
Congealing point ByCErO
Specific gravity 0.966-0.970 at 25°/25°C* 1.161-1.169 at2s /zs'c-* | l640 a2s°C
Refractive index 1.5100-1.5130 at 20°C? 1.5820-1.5840 at 20°C:2 |.saoz ai2sc
Cresol content Not'more than 0.5%*
Solubiity 1: 3In80/lleohol~’solublelumostomnic 1:5n 60% llcohol" soluble inmtermd
solvents; 1:7 in 70% akeohol mist ornmc solvenu -
bmnoleptlc char- Pungent odor suuative of ylang-ylang Characteristic orange-flower odor, and
acteristics slightly bitter, punmt me -0
Synthesis By methylation of p-cresol By heating. anthranilic- acid and methyl_
‘ alcohol In the presence’ ofsulmric acid *
and subsequent disnll;tion
‘Natural occurrence Reported found in the ofls of ylangylang, || Reported found in seversl ssiential oils:
cinangs, and others neroli, orange, bergaw !emnm c
. Reported uses® | I Non-alcoholic beverages 2.7 ppm .
Candy -
Baked goods
Gelatins and puddings
Condlmems .
Regulatory status FDA 121.1164; FEMA No. 268! FDA GRAS. FEMANo
REFERENCBS, o




512 FOOD CHEMICALS CODEX

Packaging and storage. Store in full, tight, preferably glass, -
aluminum, tin-lined, or other suitably lined containers in a coolphcg '

protected from light,
Functional use in foods. Flavoring agent.

Itis Pl'éllﬂ“d asynthetically by uﬁanﬁutlo of
colorless to pale yellow liquid with a bluish:
grape-ilke odor. - It 1s soluble in mﬁudoilund in protiy!
mdhwﬂynolubleinmmaraloil. Itisimolubhh 3
SPECIFICATIONS

*'Asgay.’ - Not less than 98.0 percent of C'H-NO:

. Refractive index Between 1.582 and 1.584 at 20’ in supereooled
liquid fonn.

. Solldmcation point. Not less than 23.8°,

i Bolubintyln dlcohol. ' Passes test.

' Bctwoen 1161 and 1.169.

D .u,pmsos,minns.ssu
_(c)inthculwhﬁou.
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